
HTR Study No.: 03-122085-106 
Data Collection Form 1 

DEMOGRAPHICS/DERMATOLOGK!AL/MEDICAL IIISTORY FORkI 
Page No:$Z - 

Visit Code Date Subject Initials Subject Screen #: 
35 Study # 

Subject Permanent #: 
Qualification 6?41/03 _SI!b& 39 03-122085-106 

mm dd yy FML 

Gender: d Male 0 Female. Age: q3 Years 

Does the subject have any of the following at the treatment sites? 
I- 

L DERMATOLQGIC DISORDER No Yes Don’t 
Know 

1. Psoriasis ? 4 
. 

2. Eczema ? J 
3. Skin Cancer 1 J 
4. Skin Allergies ? Please specify: J 
5. Hives ? J 

Does the Subject have any of the following (present and past)? 

II. OTHER MEDICAL LNFORMATION 

1. Allergies.? Please wecifv. 

No Yes 

/. 

Don’t 
Know 

I 2. Hepatitis 3 I 
3. Heart and Vascular Disease? I’/ I I 
4. Liver Disease 7 

:\’ 5. 
I- I 

Kidnev Disease 7 1 I 
6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer? 5~44ziuba40 ,,-uLuv\6L ,-cl 
9. Auto-immune disease (Lu&s e&thematosus, thyroiditis, AIDS, etc.) 7 
10. Organ transplant ? 
11. Any other condition not listed ? Please specify: 

Is the subject taking any medication? If yes, please specify below: 

IIL TvlEDICATION No Yes Don’t 
Know 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. Insulin ? 
5. 8 1 Other? hn b,rifi m +&jfih& / 

II Y II ’ I - 1. V 
Comments: r@Q@-b#m preuwhtiv& 



Visit Code 

Subject 
Qualification 

Data Collection Form 2 
INCLUSION 1 =cLUSION FORM 

Date Subject Xnitiah 

INCLUSION CRITERIA 

HTR Study No.: 03-122085-106 
Page No.: q 

Study # ’ 

03-122085-106 

Check one 
NO Subject: 

1. Is 18 through 65 years ? . 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 17 

1 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7 

y/ 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 2 

6. Is willing to reM.n from using antimicrobial soaps (liquids and/or bars) for bathing, 
showering, and handwashing during the entire study ? 

7. Is willing to retin from using anti-dandruff shampoo during the entire study 7 

/ 

8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

/ 
9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 

physician for an intercurrent illness ? 

/’ 
10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 

nriless prescribed by a physician for an intercurrent illness ? 
1 11. Is willing to comply with all study protocol requirements ? 

EXCLUSION CRITERIA 

,‘)YES 
Check one . ..- 

NO N/A Subject: 

I 1. Is currently participating in another clinical study at this or any other facility ? I 

rl 2. Has participated in any @pe of hand or arm wash study within the past 7 days ? 
1 3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 

t 
, I I 
I,‘1 1 4. Has artificial nails or nail tips? 

./ 5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 
6. Has eczema or psoriasis ‘on their hands or wrists ? 

Female Female Male 7. Is currently pregnant ? 0 Yes q No Of child-bearing potential: 0 Yes 0 No 
0 Surgically Sterile, year - 0 Post-menopausal, year 

- / If of child bearing potential - P-HCG Test Results: 0 negative 0 positive 
/ 8. Is currently lactating 7 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 

/ 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosw, thyroiditis or rheumatoid arthritis ? 

/ 

10. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

A?--. 
11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 

wonnds, intravenous management or other bed-ridden related care roles. 
/’ 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

I Based upon derma$eloglc evaluation and tlx : information contained in Data Collection Forms 1 and 2, the subject is: ..C . I ‘. . . . ?- r,-.- 1 * - ;a/Qu&ied 0 Not Quamea ror pamcipauon m tms smay. 
Reasons for dlsqualiflcation: Interviewer’s Initials/Date: , 

/ 
lnvesti*ator’s Signature: &R 4itk.%&. 

Date: 0s 
. mm dd YY 



HTR Study No.: 03-122085-106 
Data Collection Form 3 Page No.:gL q 

INTERCURRENT ILLNESS / COI’WOMIT%,NT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
dW 

Study # 

Test 67/40/03 Permanent #: 
Period --- Jb+-/t9 

mm dd yy --F-z--L- 39 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, ‘and other skin disorders? Ed es ON0 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? lG’$es C&Jo 
Ifno, please explain: 

III. Has subject been ill since the last visit? OYes (Complete below) e/No 

IV. Has subject used any new oral or topical medicatio ? q Yes (Complete below) 5Ffo 

Based upon the above responses, the subject is: iaf Qualified •l Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: Date Resolved: 

Describe condition: 

Was reaction related to treatment? [R\Tot related 0 Possibly related 0 Definitely related Cl Other (explain) 

Action Taken: ONone 0 Continued on study 0 Withdrawn from the study q Consulted physician 

f3 Medication taken (Complete below) CiHospitalized 0 Other (explain) 

Additional Comments: 

CONCOMlTA.NT MEDICATION 

Comments: 

- Interviewer’s Signature: Date: 97 / 80 103 
mm dd YY 



bata Collection Form 4 
HTR Study No.: 03-122085-106 

Page No.:= 43 1 

HEALTHCAB.EPEBSONNELHANDWASHBACTE~COUNTS 
CFU/mL of Sampling Solution 

Test Date Subject Initials Subject Scri4 Study # 

llzlAK&a 3zk!ba 
Permanent #: 03-122085-106 

mm dd yy F. M L 

BASELINE 
LEFT HAND DILXITIONS RIGHT HAND DILUTIONS 

lOA 
& zz 

10” lo” 10” 
TM 7-t - IS 
4w-cc lLfG Ill -lwl-c 1 g If 

CFUhL) %&Counted by : 37 / %/es CFUhL \. \Y\zCounted by : s’3 / ?/t/o 7 

LEl?JI’ HAND WASH 1 RIGHT ETAND 
IO-’ lo” lo” 10’ 10” xr2 1o-3 

TNr( Y-m T-WC 4Lz TfrJrr -?-UK: -wrc g 

;;c 
9wl-c “rEsrc: i&L 7-M-c TWK TWC % 

T&l-c 
CFU,ItlLY.~V-5 Counted by : 5’3 I $103. CFUhL 3.%d Counted by : 0 

cFmnL 6-S y; \J Countedby: # / %-j-q3 CFU/mL y.%-# toy Counted by: & I dYl-o? 

Calculations by: W 5 / “i5 - \ .Q 3 Raw data reviewed by au3 /bW Jc3 
Calculations Verified by: <m w / 0 % l 0 1 l a 
*IO-' dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC -Too Numerous To Count 

Investigator’s Signature: Date: 0s If9 I a3 
mm dd 3Y 



Data Collection Form 5A 

Subject Initials v t Subject kc 37 ’ Study No. 03-122085-106 

i 
Page No.’ x- 433 

ADVERSEEVENTS 

cnrv Comment/Note Date 

Note: Sev/erity, Re’lationship and Outcome MUST be determined by principal inve.stigator. 
Severity: 1 FMild 2=Moderate 3=Severe 

Relationship: l=Definite 

Action Taken: l&None 
I Outcotie: - i 3 =Resolved w/o 

sequelae 

2=Probable 3=Possible 4=Unrelated 
2=.Rx Therapy 3=Discontinued Study 4=Other (specify) 
2=Resolved ~1 sequelae 3=0ngoing 

(describe) 
4=Death 

%erious Adverse Event/Experience 



'-1020 LOVELAND-MADIERA ROAD APT 10 
~&~VELAND, OH 45140 

UEacATtONS L 

ALlEFV31ES -. 

wc4cAL HlSTORY ) DAHEMU 

U CWRES . OHW’I . .., 
-I- _----.--. --- 

u PEPTC ULCER Cl UVER’ _..-_----I----- 

OTuBERCUlow cl KliNiv .* 
e-w--- 

0 HfPERTENStON cl CANCER --a-m- 
0 MTHMNHA’fFEVEA 0 NWwflS 

0 HNEYECZEMA ’ Cl 
-- 

FAJAILY HISTU~Y 
I 

I 

. 
i----s 
; 

CEPHLEXIN CAPSULES 
500 MG 820 .- .-.-- 

SIG: CAP 1 B.I. 
( 

FOR- 10 DAYi- -.- 



Data Collection Form 6 HTRStudy No.: 03-122085-106 

FOLLOW-UP VISIT Page No.:% d 43Lf 
Visit Code Date Subject Initials Study # ., 

i Follow-up &/04fO3 Permanent #: 
Visit mm dd 

03-122085-106 
YY 

Date Subject Entered the study: 

.f2a&L3 

F;g-F$,its 

mm dd yy I mm dd yy 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

YES 0 NO If yes, complete below: 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

0 NO If yes, complete below 

Date 



i 

Data Collection Form 1 
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
12 I 

Study # 

Subject 0-j /I5 103 r /- /(-i Permanent#: 
Qualification mmddyy FML 40 

03-122085-106 

Gender: 0 Male P Female . 

Does the subject have any of the following at the treatment sites? 

Age: 43 Years 

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema 7 
3. Skiu Cancer 7 
4. Skin Allergies ? Please specify: 
5. Hives 7 

Does the Subject have any of the following (present and past)? 

No Yes Don’t 
Know 

/ 
- 
- 
- 
- 

IL OTElER MEDICAL INFORMATION No ‘YW Don’t 
Know 

1. Allergies.? Please specify. L( 
2. Hepatitis ? d 
3. Heart and Vascular Disease? rl 

;I) :: 
Liver Disease ? J 
Kidney Disease ? J 

6. Tuberculosis ? rl 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ J 4 
8. Cancer ? r) 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? I 
10. Organ transplant 7 I cl 
11. Any other condition not listed ? Please specify: cl 

Is the subject taking any medication? If yes, please specify below: 

III. MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. hSUliIl? 
5. Other ? 

No 

V 
cl 
/ 
J 

Yes Don’t 
Know 

Comments: 

Baaed on the above medical history, the subject is: .cj4 ualiiied or0 Not qualified for the study. 

Interviewer’s Signature: L R, -dbb.TyvLo- -‘Date: E / ‘:di -“‘, - -- 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Subject Initials ( Subject,S;;en #: 

Permanent #: 
Lln 

HT’R Study No.: 03-122085-l 06 
Page No.: s - 9% 

Study # 

03-122085-106 
,“, I 

INCLUSION CRITERIA 1 , 
Check one 

YES NO Subject: 
I I 

1. Is 18tbrough 65 years? 
2. Has signed informed consent 1 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 2 

5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study 7 
7. Is willing to refrain from using anti-dandruff shampoo during the entire study ? 
8: Is williig to refrtiin from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

9. Is willing to refrain Born using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

IO. Is ,willing to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercm-rent illness 7 

11. Is willing to comply with all study protocol requirements 7 
EXCLUSION CRITERIA 

Check one :. , 
YES NO N/A Subject: 

1 /I 1 1. Is currently participating in another clmical study at this or any other facility 7 

[J-j 2. Has participated in any type of hand or arm wash study within the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists 7 
4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 
6. Has eczema or psoriasis on their hands or wrists ? 

Female Female Male 7. Is currently pregnant ? 0 Yes B+?o Of child-bearing potential: 0 Yes &Jo 
Tdba\ W Surgically Sterile, year r48( Cl 

4 
Post-menopausal, year 

If of child bearing potential - P-HCG Test Results: 0 negative Cl positive 
1 ,/. 1 8. Is currently lactating 7 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an grgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis ? 

10. Has another medical condition which in the opinion of the Investigator would 
preclude participation 7 

1, 
Il. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 

wounds, intravenous management or other bed-ridden related care roles. 
12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps 7 

Based upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
&alified 0 Not Qualified for participation in this study. 

Reasons for disqualii+ion: Interviewer’s Initials/Date: SWT 1 7* /GO3 

Investigatork Signature: 
Date: Q & / 0 / 03 

mm dd YY 



*s! 

HTR Study No.: 03-122085-106 
Data Collection Form 3 

INTERCURFKENT II&NBS’s ! CONCOi+lr&NT &EDICATION FORM 
Page No.:=- #7 

Visit Code 

Test 
Period 

Date Subject Initials Subject Screen #: 
/2) 

Stidy # 

03-122085-106 

I. Is skin on subject’s hands and kists still fkee of dtkmatoses, cuts, lesions,.and other skin disorders? E3$& CfNo 
If no, please indicate condition: 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? iJ3T?k 
Ifno, please explain: 

UNo 

II. Has subject been ill since the last visit? OYes (Complete below) 6 

V. Has subject used any new oral or topical medication7 OYes (Complete below) f!%Jo 

Sased upon the above responses, the subject is: BQualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJXCT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? iiNot related D Possibly related D Definitely related 0 Other (explain) 

Action Taken: ONone 0 Continued on study D Withdrawn from the study 0 Consulted physician 

0 Medication taken (Complete below) UHos+alized 0 Other (explain) 

Additional Comments: 

CONCOiVIlTAN’I’ MEDICATION 

lomments: 

- Interviewer’s Signatqre: 

, 



Data Collection Form 4 
HTR Study No.: 03-122085-106 

Page No.: x q w 

HEALTH CARE PEBSONNELHANDWASH BACTEBIAL COUNTS 
CFUhL of Sampling Solution 

Test Date Subject Initials Subject Screen # 
at 

07 /23/03 3-l - I l+ Perman$#: 
m aa fl F. M L 

Study # 

03-122085-106 

BASELINE 
LEFIY EIAND DLLUTZONS RIGHT HAND DILUTIONS 

loa 
I’/ 

TO> I7 
cFU/mL&‘, 0% ,$Counted by : 38 107 -% CI / 

~~LUL /,ar 107Counted by : JiNi3~07 -25. 

CalcuIations by: T f ?& * u 
Calculations Verified by: -;;r & 

Raw data reviewed by 
I 07 ’ 29 ‘0 3 

*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFU/mL 
T’NTC - Too Numerous To Count 

Investigator’s Signature: 
a? 

Date: 9 /R lS3 
mm dd YY 



. Data Collection Form 6 HTR Study No.: 03-122085-106 

FOLLOW-UP VXSIT PageNo.:% d yy 

Visit Code 

Follow-up 
Visit 

Date Subject Initials Study # 

03-122085-106 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

DYES 
7 

NO If yes, complete below: 

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.) 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

NO If yes, complete below 



HTR Study No.: 03-122085-106 
Data Coiiection Form 1 

DEMOGRAPHICS/DERM=ATOLOGICAL/MEDICAL HISTORY FORM 
Page No.*- ,It+@ 

Visit Code Date Subject Fitials Subjrfy #: Study # 

Subject a-mm3 L I-- 44 Permanent #: 
Qualification mmddyy FML 

03-122085-106 

Gender: 0 Male Female, 

Does the subject have any of the following at the treatment sites? 

Age: c”j5 Years 

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema 7 
3. Skin Cancer ? 
4. Skin Allergies ? Please specify: 
5. Hives ? 

Does the Subject have any of the following (present and past)? 

No YfS Don’t 
Know 

f. 
\/ 

II. -OTHER MEDICAL INFORMATION 

1. Allergies.? Please specify. &{lrO n& 1 
2. Hepatitis ? 
3. Heart and Vascular Disease? 

NO ‘Yg” Don’t 
Know 

/ \/ 

\ v f I 
4. Liver Disease ? 
5. Kidney Disease 7 
6. Tuberculosis 7 
7. Diabetes? Controlled? Diet [ ] 0ral[ ] Insulin [ ] 
8. Cancer ? V-, 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 v/ 
10. organ transplant ? r/ I 

t 

I I / I 

11. Any other condition not listed 7 Please specify: +f)2T- I J I 
Is the subject taking any medication? If yes, please specify below: 

III. MEDICATION No 

1. Antibiotics. oral or svstemic ?’ d. 
Yes Don’t 

Know 

1 
. I 

2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? f 
3. Heart Medication ? \/ 

Comments: . 

Based on the above medical history, the subject is: 

IntervieWer’s Sign 

Not qualified for the study. 

87 121 1--m 
mm dd YY 



Data Collection Porm 2 
INCLUSION i EXCLUSION FORM 

Visit Code Date Subject Initials Study # 
r 

Subject Permanent #: 
Qualification 03/2ilO3 L-IN 03-122085-106 

mm dd yy f ml 
INCLUSION CRITEFU4 1 

Check one 
Y-ES, NO Subiect: 
J _ I 1 1. Is 18 through 65 vears 2 1 

2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF I? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 

6. Is willing to re&ain from using antimicrobial soaps (liquids and/or bars) for bathing, 
showering, and handwashing during the entire study 7 

I \/ I I 7. Is willing to refi-ain from using anti-dandruff shamnoo during the entire studv 7 

J 
J, 

8: Is willing to refixin from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodoranffantiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

9. Is willing to rem from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness ? 

I 

11, Is willing to comply with all study protocol requirements ? 
EXCLUSION CRITERIA 

I Check one :. . 
)) YES N(! N/A Subject: 

I . I 1 1. Is currently participating in another clinical study at this or any other facility 7 
2. Has participated in any type of hand or arm wash study within the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 

4. Has a&l&l nails or nail tips? 

5. Has soap, detergent, antibiotic, Poly.sporin@ and/or perfume allergies ? 
6. Has eczema or psoriasis on their dsorwrists? / 
7. Is currently pregnant? 

E? 
Yes el No Of child- e . gpotential: II Yes EfNo 
Surgically Sterile, year i&r I 0 Post-menopausal, year - 

If of child bearing potential - P-HCG Test Results: 0 negative 0 positive 
8. Is currently lactating ? 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis 7 

IO. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 
I 

I . , I 
i 

Based upon d 
-;;8( 

ologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
Qualified 0 Not Qualified for participation in this study. I 

Reasons for disqualification: Interviewer’s I#irMDate: J-NY3 /m-2- -- 
)~ I 

Investigatoris Signature: 
Date: 08 I 

mm 



r 

HTR Study No.: 03-122085-106 
Data Collection Form 3 

INTERCURRENT ILLNESS I CONCOiWq&q’T MEDKATION FORM 
Page No.:$G q4’3 

Visit Code Date Subject Initials Subject See #: Study # 
h 

Test 
Period 07l@u/e3 L / - Id 

mmddyy FML 03422085106 

I. Is skin on subject’s hands and wrists still fi-ee of dermatoses, cuts, lesions, and other skin disorders? ties ONo 
If no, please indicate condition: 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B?mes 
Ifno, please explain: 

Ubfo 

III. Has subject been iIl since the last visit? OYes (Complete below) B/i\0 

IV. Has subject used any new oral or topical medication? DYes (Complete below) & 

Based upon the above responses, the subjec 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURREN TILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? DNot related 0 Possibly related 0 Definitely related •! Other (explain) 

Action Taken: mane 0 Continued on study 0 Withdrawn from the study 0 Consulted physician 

0 Medication taken (Complete below) LEIospitalized Cl Other (explain) 

Additiokl Comments: 

CONCOMI’Tm lWEDICATION 

Comments: 

- Interviewer’s Signature: 

-i- .- 



i 

HTR Study No.: 03-122085-106 
Data Collection Form 3 

INTERCURRENT ILLNkSS / CONCOMITANT MEDICATION FORM 
Page No.:- - 497 

Visit Code Date Subject Initials Subject Screen #: 
/tEr Stu’dy# 

Test 07 IJO/ A/- f/d Permanent #: 
Period mm-- FML. 03-122085-106 

. . 

I, Is skin on subject’s hands and krists still free of dknatoses, cuts, lesions, ‘and other skin disorders? ITi& KIN0 
lfno, please indicate condition: ’ 

II. Has subject used non-antiiacterial soap and followed the instructions in Appendix B? Bfies ClNo 
If no, please explain: 

III. Has subject been ill since the last visit? OYes (Complete below) NO 

N, Has subject used any new oral or topical medic&on? EiYes (Complete below) EJd o 

Based upon the above responses, the subject is: 6. ualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? mot related q Possibly related 0 Definitely r;lated 0 Other (explain) 

Action Taken: mane 0 Continued on study 0 Withdrawn Tom the study 17 Consulted physician 

CI Medication taken (Complete below) UHospitalized Cl Other (explain) 
I 

Additiomh Comments: 

CONCOMITANT MEDICATION I 
Medication 

(Oral or Systemic) I 
‘Total Daily Dose 

I 
Start Date 

I 
Stop Date 

I 
Indication 

mm/ dd/yy mm/ ddlyy (Reason for Taking) I 

Comments: 

. Interviewer’s Signage: Date: 871 $0 103 
mm dd YY 



Data Collection Form 4 
HTR Study No.: 03-122085-106 

Page No.:= ew 

HEALTHCAREPERSONNELHANDWASHBACTERLALCOUNTS 
CFUhL of Sampling Solution 

, 
Test Date Subject Initiah Subject Scrrr Study # 

D7 ,3Q,o3 _L! _ ,A Permanent#: 

I 
03-122085-106 

mm dd yy F. %- L 

BASELINE 
LEFT HAND DILXJ’ITONS BXGHT HAND DILUTKONS 

lOA lOA 
WC 

TWX2 L!3. 15 T-P-= 
CFUhL \.‘t Vd Counted by : 3 / I?/&.~ 

192 LA’ 
CFUhL \.%d Counted by : w I a/t fo? 

LEFT HAND WASH 11 RIGHT HAND I 1 

7Pcc. I .LL 
cPu1mL 5s.u ‘F \a3 Counted by : S? I &‘4 cFu/mL$.q Y\O 3 Counted by : .?’ ? I w&3. 

Rawdatareviewedby JNB I 0%*01’03 

*lo-’ dilution is the sum of 1.0 mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 

+ LFJ= Lab Aeci&*rS sf’ Z$jo3 

TNTC -Too Numerous To Count 

Investigator’s Signature: 
, 

Date: m I /a103 
mm dd YY 



Data Collection Form 6 HTR Study No.: 03-122085-106 

FOLLOW-UP VISIT Page No.:crP: d qqq 

Visit Code 

Follow-up visit 

Date Subject Initials Study # 

03-122085-106 

Date Subject Entered the fkudy: 

07f 21 J 03 
mm dd yy mm dd yy 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
eat may be indicative of a skin infection? 

If yes, complete below: 

clinical Okervations: (Include date of onset and descriptions/severity/locations, etc.) 

Comments: 

Has the subject had any heaIth related issues since the treatment procedure? 

If yes, complete below 

Comments: 



HTR Study No.: 03-122085-106 

: , 

Data Collection Form 1 
DEMOGRAF’HICS/DERMATOLOGIC&/MEDICAL HISTdRY FORk 

- Page ~o.*p 0 * b 

Visit Code Date Subject Initials Subject Screen #: Study # 

Subs ect 
Qualification b?,ar,& RI ii/& Permanent* 03-122085-106 

mm dd yy F M L 

Gender: Cl Male d Female . 

Does the subject have any of the following at the treatment sites? 

Age: 54 Years 1 
I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema 7 
3. Skin Cancer ? 
4, Skin Allergies ? Please specify: 
5. Hives ? 

Does the Subject have any of the following (present and past)? 

No 

4 

Yes Don’t 
Know 

. 

II. OTHER MEDICAL INFORMATION No .Yes Don’t 
Know 

1. Allergies.? Please specify. /. 
2. Hepatitis ? / 
3. Heart and Vascular Disease? - 
4. Liver Disease 3 

1 - 
5. Kidney Disease ? / 
6. Tuberculosis ? 
7. Diabetes? Controlled? Diet [ ] Oral [ ] Insulin [ J 
8. Cancer ? 
9. Auto-immune disease (Lupus exythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant ? 

5 
I 

11. Any other condition liot listed ? Please specify: 

Is the subject taking any medication? If yes, please specify below: ’ 

LLL MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. rnsulin 1 
5. Other ? 

i. 
Comments: 

No Yes Don’t 
Know 



Data Collection Form 2 
INCLUSION / =cLUSION FORM 

HTR Study No.: 03-122085-106 
PageNo.:37?&7 

Visit Code 

Subject 
Qualification 

Date Subject Initials 

mm dd yy 
INCLUSION CRITERIA 

Study # ’ 

03-122085-106 

Check one 
YES NO Subject: 

;/ I 1 1. Is18through65vears? 
I . I 

2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 

6. Is willing to refrain fromusing antimicrobial soaps (liquids and/or bars) for bathing, 
showering, and handwashing during the entire study ? 

7. Is willing to refrain Tom using anti-dandruff shampoo during the entire study 7 

8.’ Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

/ 
9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 

physician for an intercurrent illness 7 1 10. Is .willing to retin from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness 7 

,I/ 11, Is willing to comply with all study protocol requirements ? 
EXCLUSION CRITERIA 

Check one . . . . 
NO N/A Subject: 

/ 1, Is currently participating in another clinical study at this or any other facility 7 

,/ 2. Has participated in any type of hand or arm wash study within the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 

I’ 4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 
6. Has eczema or psoriasis on their hands or wrists ? 

Female Female Male 

/ 

./ 
8. Is currently lactating ? 

I 
1 I 
I I 1 9. Has been medically diagnosed as having a medical condition such as: diabetes, 

I PI I hepatitis, an prgantra&plant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis ? I 

/ 
10. Has another medical condition which in the opinion of the Investigator would 

preclude participation ? 

/- 
11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 

‘. wounds, intravenous management or other bed-ridden related care roles. 
I 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
0 Not Qualified for participation in this study. 

Reasons for disqualification: Interviewer’s Initials/Date: 
I de-. ,n 

tois Signature: 
Date: VU I /d, / 03 

mm dd YY 
11 



Data Collection Form 3 
HTR Study No.: 03-122085-106 

Page No.:-@ 
INTERCURRENT ILLNESS I C0NCOMIT+NT MEDICATION FORM 

t 

Visit Code Date Subject Initials Subject Screen #: 
9 Study # 

Test 
Period 497/3~/63 

mmddyy 03-122085-106 

I. Is skin on subject’s hands and krists still free of dknatoses, cuts, lesions, ‘and other skin disorders? $3&s UN0 
Ifno, pIease indicate condition: . 

II. Has subject used non-antibacterial soap id followed the instructions in Appendix B? I&s ClNo 
If no, please explain: 

III. Has subject been ill since the last visit? c]Yes (Complete below) B/No 

IV. Has subject used any new oral or topical medication? mes (Complete below)@& 

Based upon the above responses, the subject is:-E&alified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IE’ SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? C?Not related 0 Possibly related 0 Definitely related Cl Other (explain) 

Action Taken: ONone 5 Continued on study q Withdrawn from the study 0 Consulted physician 

0 Medication taken (Complete below) OHospitalized 0 Other (explain) 

Additiona Comments: 

CONCOMITANT MEDICATION 

Comments: 

- Jktterviewer’s Signave: 



Data Collection Form 4 
HTR Study No.: 03-122085-106 

Page No.: x q4? 

HEALTB[CAREPERSONNELaANDWASHBACTERIALCOUNTS 
CFUhL of Sampling Solution 

Test Date Subject InitiaIs Subject Screen # 

ru/B~m -tLK~.-Q 

279 Study # 

Permanent #: 
nlmdd yy 4-2 03-122085-106 

F. M L 

Calculations by: k5 I ‘& \ - -3 Raw data reviewed by 
cahlations Verified by: Q&5 I e-L-OS. 
* 10-l dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are. used for calculation of CFUhL 
TNTC -Too Numerous To Count 

Investigator’&Signature: Date: IW P3 
/ mm dd YY 



. 

Subject lr$iiais f? !( /3 Subjecy co~~~~ ‘* Study No. Page *o 03-122085-106 
. 

f ADVERSEEVENTS 

1 I I 

Note: Severity, Rglationship and Outcome MUST be determined by principal investigator. 
Severity: ‘l =Mild 2=Moderate 3=Severe 

Relationship: 1 =Definite 2=Probable 3=Possible 4=Unrelated 

Actiori Taken: l=None 2=Rx Therapy. _ .3=Discontinued Study 4=Other (specify) 

1 Outcoine: 1 =Resolved w/o 2=Resolved W/ sequelae &Ongoing 4=Death 
sequelae (describe) 

'S&ious Adverse Event/Experience 



Data Collection Form 6 

FOLLOW-UF? VISIT 

HTR Study No.: 03-122085-106 

PageNo.:+ q5 1 
Visit Code Date Subject Initials Study # 

Follow-up 0% od / 03 --P 
Visit mm dd 

03-122085-106 
YY 

Date Subject Entered the gtudy: 

07/2/ J 03 -- 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

If yes, complete below: 

descriptions/severitQoca~ons, etc.) 

comments: 

Has the subject had any health related issues since the treatment procedure? 

cl YES 
Y 

NO If yes, complete below 
I 

Comments: 



‘1 

HTR Study No.: 03-122085-106 
Data Collection Form 1 

DEMOGRAPHICS/DERMATOLOGXCAL/MJZDIC!AL HISTORY FORM 
Page No.*$z -4% 

Visit Code Date Subject Initials SubjygTen #: Study # I 
Subject 

r>u 

Qualification 07//5/03 
L mmddyy 

J- / / IC Permanen* 
F M L 

3 03-122085-1&j 
r 

Gender: q Male d Female Age: Years 
I 

Does the subject have any of the following at the treatment sites? 

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema ? 
3. Skin Cancer 7 
4. Skin Allergies ? Please specify: 
5. Hives 7 

No 

, 

Yes Don’t 
Know 

Does the Subject have any of the following (present and past)? 

II. OTHER MEDICAL INFORMATION No ‘Yes Don’t 
Know 

1. Allergies.? Please specify. 
2. Hepatitis ? 
3. Heart and Vascular Disease? 
4. Liver Disease ? 
5. l&hey Disease ? 
6. Tuberculosis 7 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] c?pJNBI 

03-tzc/_ t/ 8. Cancer? a c l?Q!~C~~~ in t?lYlts& Sly& 1486 07.17’ 

9. Auto-immune disease (Lupus kythematosus, thyroiditis, AIDS, etc.) ? 4 
10. organ transplant ? 
11. Any other condition not listed ? Please specify: ze w od && 

Is the subject taking any medication? If yes, please specify below: 

IIL MJZDICATION 

1. Aniibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 

No Yes Don’t 
Kllow 

1 
I / 

I 
I Y/ I I 

3. Heart Medication ? I I I 

Based on the above medical history, the subject is: or 0 Not qualified for the study. 

Date: .07 / />- /d3-. 
mm dd YY 



Data Collection Form 2 
INCLUSION / EXCLUSION FOR&I 

Visit Code 

Subject 
Qualification 

Date Subject Initials 

07//5/ 03 ;T/ L I& Permanent#k, 
mm dd yy f-z-1 

TNCLUSION CRITERIA 

Study # 

03-122085-106 

I 

t Check one I 
YES/ NO Subject: 

///I. 1 1. Is 18 through 65 years ? 
Y /  Y 

I  I  

2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 

J 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study 1 
7. Is willing to reliain from using anti-dandruff shampoo during the entire study 7 

8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing ~ 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

~ 
1 

/ , 

J 

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

10. Is ,willing to refiain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness 7 

11. Is willing to comply with all study protocol requirements ? 
EXCLUSION CRITERIA 

Check one . . . 
YES NO / N/A Subject: 

I I/1 1 1. Is currently participating in another clinical study at this or any other facility 7 
2. Has participated in any me of hand or arm wash study within the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 
4. Has artificial nails dr nail tips? 

1 v/f 5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies 7 

I r/l 1 6. Has eczema or usoriasis on their haads or wrists 7 / 
I/ I , / / 

Female Female Male 7. Is currently pregnant 7 0 Yes ~No Of child-bearing pot tial: 0 Yes dNo 

/ 
0 Surgically Sterile, year - CJ?Post-menopausal, year & 144 5 

If of child bearing potential - &HCG Test Results: II negative 
, 

0 positive @ 3NR 07-l5*f73 
8. Is currently lactating ? 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an <organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 

t erythematosus, thyroiditis or rheumatoid arthritis ‘l 
10. Has another medical condition which in the opinion of the Investigator would 

I A preclude participation ? 
I II I 
I r//l 
I v/ 1 

1 
I 

Il. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

1 1 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps 7 

Based upon dcrm/tologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
al Qualified Cl Not Qualified for participation in this study. 

, Reasons for disqualifi~on: Interviewer’s initials/Date: ,07*15v03 
Date: 091 10 / 03 

Iuvestigatori Signature: mm dd YY 
w 



Data Collection Form 3 
INTERCURRENT ILLNXSS / CONCOMITANT &DZDK!ATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
13c3 

Sttidy # 

Test 
Period 

07 $3 / 03 21 t / e permanent* 
mmddyy F-G-7 43 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions,‘and other skin disorders? i&Y’& UNo 
If no, please indicate condition: . 

II. Has subject used non-antibacterial soap snd followed the instructions in Appendix B? E&s ClNo 
Ifno, please explain: 

III. Has subject been ill since the last visit? OYes (Complete below) 6 

IV. Has subject used any new oral or topical medication? t]Yes (Complete below) d o 

Based upon the above responses, the subject is: a-6 ualified 0 Not Qualified to continue on the study. 

Reasons for disqualiiicatiom 

TO BE COMPLETED IF SUBJECT HAS AH INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? mot related Cl Possibly related 0 Definitely related 0 Other (explain) 

Action Taken: mane 0 Continued on study Cl Withdrawn from the study c] Consulted physician 

0 Medication taken (Complete below) ClHospitalized U Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

. Interviewer’s Signature: Date: 03 i a3 I 63 
mm dd YY 



Data Collection Form 4 
HTR Study No.: 03-122085-106 

Page No.: x c L! 55 

HEALTH CARE PEBSONNELHANDWASHBACTEBIAL COUNTS 
CFUhL of Sampling Solution 

Test Date Subject Initials Subject S,czg Study # 

4gJ23/03 5’1 L / c Pe*a?ent#: -w --- 03-122085-106 

LEFT HAND WASH 1 RXGHTHAND 
10-l 104 10” IO4 10-I lo-2 lo” 10” 

nm 777 /9&_. 7m-c 
m-K -TAfT~, +E?iL 

4 7Gv7-e /4p- 7 
m-nc TN’IZ 929, )L 

-I-UTC 
/ 

ThJ-?z 
CFtJ/ti~~~XlO~ Counted by : & /7&%3, CFWmL I. d X lbJc Counted by : CR /7&54~4 

LEFT HAND WASH 11 RIGHT HAND 
10-l 10-* lo5 1O4 10“ lo-* 1O-3 lOA 
7Amc m-K AgL-- JjJ 

iw 
7xm 7w1/7it 72-- /3 

TWX 7Am 72wzc 7m. /97, 
/ 

m _ 
l-Ml-L 7-m 

cFmuL /.7 k /o” Counted by : & /7,2<@ CFUhI, R, 7 I( & / 7&!%93 u countedby: 
@ z 5db*a3 

” 

Calculations by: 2 Raw data reviewed by at25 I ~./.~3 
Calculations Verified by: an lZi72!Y2? 
*lo-’ dilution is the sum of 1.0 I&. spread across 3 plates. 
Underlined values are used for calculation of CFUM.. 
TNTC - Too Numerous To Count 

Investigatbr’s Signature: Date: B I(‘/ 103 
1 mm dd YY 



Data Collection Form 5A 

Subject Initials Subject # w . 
x~ 1 

Study No. 03-I 22085-I 06 
Page No.’ z- 45b 

ADVERSEEVENTS 

I I I 
‘1, ’ . . 

Note: Seoerity, Re’lationship and Outcome MUST be determined by principal inve,stigator. 
Severity: 1 =Mild 2=fAoderate 3=Severe 
Relationship: 1 =Definite 2=Probabie 3=Possible 4=Unrelated 
Action Take% 1 =None ?=Rx Therapy . 3=Discontinued Stuciy 4=Other (specify). 

1 Outcome: l=Resolved W/Q 
sequelae 

2=Resolved WI se+ielae 3=Ongoing 
(describe) 

4=Death 

'Serious Adverse Event/Experience 



Data Collection Form 6 HTR Study No.: 03-122085-106 

Page No.:- @ 457 FOLLOW-W VISIT - 

Wit Code Date Subject Initials Subject Screen #: 

07,253 ,03 
I%322 

Study # 

Follow-up --_I_ TJ LJc Pem?nentk 
Visit mm dd YY ---F-ML 43 03-122085-106 

Follow-Up Visit Date: 

/37/ma3 -- 

F 
YES Cl NO If yes, complete below: 

riptions/severity/locations, et 

Comments: 

Has the subject had any health related issues sin& the treatment procedure? 

0 YES NO Ifyes, complete below 

Comments: 



HTR Study No.: 03-122085-106 
Data Collection Form 1 

DEMOGRAl?HICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
/J‘S 2 

Study # 

Subject Permanent #: 
Quaiification ~“1/LS/O3 BlJj-f 6 03-122085-106 

mmdd yy -%--ML 

Gender: Cl Male 

Does the subject have any of the following at the treatment sites? 

Age: 2 1 Years 

I, DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema ? 
3. Skin Cancer ? 
4. Skin Allergies ? Please specify: 
5. Hives ? 

No 

J, 

Yes Don’t 
Know 

Does the Subject have any of the following (present and past)? 

3N No 'Yes , P't II. OTHER MEDICAL INFORMATI( / mow 
1. Allergies.? Please specify. en \I i (hn mb [ ’ 
2. Hepatitis 3 . 

3. Heart and Vascular Disease? 
I A T.kwr l%p.ana 7 I v / I I . 

7, -*.-a -a---- - 
1 -, I  I  

I  5. Kidney Disease 7 I / I 
6. Tuberculosis 7 J/ I 
7. Diabetes? Controlled7 Diet [ ] Oral [ ] Insulin [ ] / I 

ids . Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, A- -, ---., _ 
10. Organ transplant 7 
11. Any other condition not listed ? Please specify: 

Is the subject taking any medication? If yes, please specify below: 

Based on the above xqedical history, the subject is: 5fQualifled or 17 Not qualified for the study. 

-Date: -0: j-16 I 03 -- 
dd YY 



Data Collection Form 2 
INCLUSION / E?XLUSXON FORM 

IITRStudyNo.: 03-1’7”“*<-‘AC 
Pane No.: f - -- - .-._ Fwj 

I Visit Code I Date I Subject hitials I 
Subject Screl 

/27/3 
en #: 

Study # I I IJG I , 
Permanent #: 

dli.I 03-122085-106 
\ ! 1 mm dd yy 1 f m 1 I v-1 1 

INCLUSION CRITERIA -~-I 

Check one 
YES / NO Subject: 

q Qualified 0 Not Qualified for participation in this study. 

) 
Reasons for disqualii@on: Interviewer’s Initials/Date: f 074 5’03 

Date: 0s I/o fa- 
mm dd Yr 

L 

Investigatori Signature: 

,/A 1 I. Is 18throueh65vears? 
2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF 1 7 

/ 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 

6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 
showering, and handwashing during the entire study 7 

/ 7. Is willing to refrain from using anti-dandruff shampoo during the entire study ? 
8: Is williig to refrain from using body lotions, medicated/a&bacterial lotions, creams, oils, dishwashing 

liquids, talcs and other deodorantiantiperspirant products during the entire study, unless prescribed by a 
, physician for an intercurrent illness ? 

9. , Is willing to reflain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness ? 

--:/ I 1 11. Is willing to comply with all study protocol requirements ? 
EXCLUSION CRITERIA 

Check one . , 
YES NO N/A Subject: 

/ 1. Is currently participating in another clinical study at this or any other facility ? 

/ 2. Has participated in any type of hand or arm wash study within the past 7 days 7 
/( 3. Has cuts, lesions, or other skin disorders on their hands or wrists 7 
/ 4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or per&me allergies ? 

r/ 6. Has eczema or psoriasis on their h / 
/ 

Male 7. Is currently pregnant 7 0 Yes ~No Of chid-bearing potential: dyes 0 No 
Cl Surgically Sterile, year 

I -78 
0 Post-menopausal, year 

If of child bearing potential - 8-HCG Test Results: negative 0 positive 
/ 8. Is currently Iactating ? 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis 7 

/ 
10. Has another medical condition which in the opinion of the Investigator would 

preclude participation ? 

. . 
11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 

wounds, intravenous management or other bed-ridden related care roles. 
12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

- 
Based upon derm evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 



Data Collection Form 3 
INTERCURRENT ILLNESS 1 CONCOMITANT MEDICATION FORM 

Visit Code 

Test 

Date Subject Initials Subject Screen #: 
(32 stuily # 

IPermanent #: Period 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, and other sl& disorders? r!3f es ON0 
Ifno, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? Et??& UNo 
Ifno, please explain: 

Ill. Has subject been ill since the last visit? OYes (Complete below) MO 

IV. Has subject used any new oral or topical medication? Cites (Complete below) Id o 

Based upon the above responses, the subject is: &f ualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 
1 

Describe condition: 

Was reaction related to treatment? IJNot related 0 Possibly related 0 Definitely related 0 Other (explain) 

Action Taken: ONone 0 Continued on study 0 Withdrawn from the study 0 Consulted physician 

0 Medication taken (Complete below) DHospitalized 0 Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

+ Interviewer’s Signature: Date: a7 I 23 ! 03 
mm dd YY 



Data Collection Form 4 

I3[EALTB CARE PERSONNEL HANDWASHBACTERIAt COUNTS 
CFUhL of Sampling Solution 

Test Date Subject Initials Subject Screen # 
I33 Study # 

&7J23/03 01 A/& Permanent #: 

WL-Z-W F. M L 
03-122085-106 

BASELINE 
LEFT HAND DILUTIONS BIGHT HAND DILUTIONS 

lOA 105 lOA lo4 I 10” 
-rL I&---- II #--- PC 

Prl, i.f 
@a--- 

15 w* WL- It 
CFUhnL/.~~t~~Countedby: aB l7.25~u3 

/ 
CFUhL L +/19 7 Co&ted by : o* I 7.35’ = 3 

LEFT HAND 
-I 

7h.k 

7k, v. 
7wi5 

WASH 1 RIGHT HAND 
lo” lo” } lo4 10“ lo-? 105 lo4 
fin/ 13G-l w7zd 
7wL Gol_t 13 

VLZ 75/- a10 
7x5 / %Iz_c, q 

-fbrL / 

Counted by : a+& /7.25;03 cFu/mL# q.fi jr/D Y Counted by : Q k% I 7.x63. 

LEFT HAND WASH 11 RIGHTHAND 
lo-3 lo4 lo” 

I 
7k/7L 

/ 

Counted by : Q? /xwa3 CFU/mLb.{ >(io y Counted by : I&@ /v*Ga3 

Calculations by: 76 /T.db*b’Z maw data reviewed by *‘B I 08.0 1.0 
Calculations Verified by: ,77\1113 IO 3 * 29 ‘m 

3 

*lo-’ dilution is the sum of 13 DL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: f9 f/Y ia3 . 
- lmn dd YY 



Data Collection Form 5A 

Subject Initials Subject# 44 I&&- 

ADVERSEEVENTS 

Study No. 03-122085-106 
Page No.’ .s- 4&L 

Symptom /.Event Onset Date E‘nd Date y$ Severity t$zl Outcome Re,!$on- sf”~~~$~~e 

Entry C 
Date ommenffNote: Initials 

I I 

, 

Note: Severity, Re’lationship and Outcome MUST be determined by principal investigator. 
Severity: 1 =Mild 2=Moderate 3=Severe 

Relationship: 1 =Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: 1 =None 2=Rx Therapy 3=Discpntinued Study 4=.Ofher (specify) 
s- 

,i ) Outcome: 1 =Resol&d wlo 
sequelae 

2=Resoived W/ sequel&e 3zOngoing 
(describe) 

4=Death 

'Sericks Adverse Event/Experience 


